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NRC FORM 483
(9-96)

GENERAL LICENSE

U. S.NUCLEAR REGULATORY COMMISSION | APPROVED BY OM8: NO. 3150-0038

REGISTRATION CERTIFICATE -- in vitro TESTING
- WITH BYPRODUCT MATERIAL UNDER

EXPIRES: 6-30-99

Estimated burden per response to comply with this mandatory lnformabon
collection request 7 minutes. The validated reglstratmn serves as evidence
to suppliers of byproduct material that the registrant is entitied to receive the
byproduct material. Forward comments regarding burden estimate to the
Information and Records Management Branch (T-6 F33), U.S. Nuclear
Regulatory Commission, Washington, DC = 205550001, and to the
Paperwork Reduction Project’ (3150-0038), Office of Management and
Budget, Washington, DC* 20503. NRC may not conduct or sponsor, and a

Ll ' displays a currently valid OMB control number.

person is hot required to respond to, a cotlectlor\ of information unless it g

Commission a vahdated copy of NRC Form 483 with a reglstratron number

Section 31.11 of 10 CFR 31 establishes -2 general license authorizing physicians, clinical laboratories, hospitals, and veterinarians in the practice of
veterinary medicine to possess certain small quantities of byproduct material for in vitro clinical or laboratory tests not involving the intefnal or external
administration of the byproduct material or the radiation therefrom to human beings or animals. Possession of byproduct material under 10 CFR 31.11 is not
authorized until the physician, clinical laboratory, hospital, or veteriarian in the practnce of vetennary medlcme has t' led NRC Form 483 and recewed from the

e

‘11. NAME AND ADDRESS OF APPLICANT (See Instruction 3.B. befow)
Quest Dlagnostlcs Cllnlcal
Laboratories, Inc.
. 400 Egypt Road
Norrlstown,‘PA 19403

. 2..APPLICATION (Check oneboxonly) v .- -

4 L hereby apply for a registration number pursuant to 10 CFR 31 Sectron

31.11, for use of byproduct materials for: ~~ = - :

A. Myself, a duly licensed physmlan authorized to dlsperse drugs in
the practice of medicine. -

“X] B. The above-named clinical laboratory. M

TELEPHONE NUMBER (Include Area Code)

-

o

The above named hospital. . ' S

D. Veterinarian in the practice of veterinary medicine.

3. INSTRUCTIONS:
A. Submit this form in duplicate to

Medrcal Academxc and Commercial Use

Safety Branch (T-8 F5)
Division of Industrial and Medical Nuclear Safety
Office of Nuclear Material Safety and Safeguards
U.S. Nuclear Regulatory Commission
Washington, DC 20555-0001

) (At NRC, a registration number will be asagned and a vahdated copy
i of NRC Form 483 will be retumed )

B. - In the box above pnnt or type the name address (mcludmg ZIP
Code), and telephone number of the registrant physician, clinical
. laboratory, hospital, or veterinarian in the practice of vetennary
medicine for whom or for which this registration form is filed.

4. REGISTRATION

'\ REGISTRATION NUMBER:
2219 - ;‘:-

,..a.:...i.u

-y

e

(if th/sTa]gi}v%:aLl mgsr;a%J/l’gﬁct{s shacd ﬁfagk - numgr' to be o

| assigned by NRC. If this is a change of information from a prewously'

reglstered general ficense, include your reglstration number, )

Same as above

5. If place of use is different from address listed above grve complete address

| hereby certlfy that:
A. Al lnt’ormatlon inthis reglstratnon certlf cate is true and complete

byproduct matena|s ’

- 8. CERTIFICATION

B. _The reglstrant has appropnate radlatron measuring Instruments to carry out the tests for which byproduct matenal erI be used under the general
license of 10 CFR 31.11. The tests wm be perrormed only by personne! competent m the use of the mstruments and |n the handhng of the

:C. l understand that Commrssaon regulatrons requrre that any change in the mformatron fumished by a regnstrant on this regrstratlon certlﬂcate be
) reported to the Drrector of Nuclear Material Safety and Safeguards within 30 days from the effectrve date of such change ) S e

D | have read and understand the provisions of Section 31 11 of NRC regulations 10 CFR 31 (repnnted on the reverse side of ,ttus form) and |
“understand that the registrant is required to comply with those provrsrons as to all byproduct material which he receives, acquues possesses, uses,
or transfers under the general license for which this Registration Certificate i is filed with the U.S. Nuclear Regulatory C

-fPRINTED OR TYPED NAME AND TITLE OF APPLICANT

bm(ora Behenia RSO

SIGNATURE OF APPLICANT

RSy -y

e —
7adl [29

VARNING

FALSE 'STATEMENTS . IN THIS CERTIFICATE MAY BE SUBJECT TO CIVIL ANDIOR CRIMINAL

c:NALTIES NRC REGULATIONS REQUIRE THAT SUBMISSIONS TO THE NRC BE COMPLETE AND ACCURATE IN

| ANY MATTER WITHIN ITS JURISDICTION. |

ALL MATERIAL RESPECTS. 18 U.S.C. SECTION 1001 MAKES [T A CRIMINAL OFFENSE TO MAKE A WILLFULLY
FALSE STATEMENT OR REPRESENTATION TO ANY DEPARTMENT OR AGENCY OF. THE UNITED STATES AS TO

. s
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CONDITIONS AND LIMITATIONS OF GENERAL LICENSE 10 CFR 31.11

§ 31.11 General license for use' of byproduct Vmaterials for certain in
vitro clinicel or laboratory testing,

{a) A general license is hereby issued to any physician, veterinarian
in the practice of veterinary medicine, ctinicaf laboratory or haspital to

- receive, acquire, possess, transfer, or use, for any of the following stated

tests, in accordance with the provisions of paragraphs (b)), (c}, (d}, {e},
and (f} of this secﬂon the following byproduct materials in prepack-
aged units:

{1): lodine-125, in units not exceedmg 10 mrcrocurles each for use
in in vitro clinical or laboratory tests not mvclvmg internal or external
administration of byproduct material, or the radiation therefrom, to

. human beings or animals.
~ {2) lodine-131, in units not exceeding 10 microcuries each for use
in in vitro clinical or laboratory tests not mvo!vmg internal or external
administration of byproduct material, or the radiation therefro,m,
to human beings or animals, - - - e -

(3) Carbon-14, in units not exceed!ng 10 mlcrocunes each for use
in In vitro clinical ar laboratory tests not mvoxvmg internal or external

“administration of byproduct material, or the radiation therefrom,
16 human beings or animals, S S

{4) Hydrogen 3 {tritium), in units not exceeding 50 microcuries
each for use in in vitro clinical or taboratory tests not involving internal
or external administration of byproduct material, or the radiation
therefrom, to human beings or animals.

{8) lron 59, in units not exceeding 20 microcuries each for use in in

. vitro clinical or laboratory tests not invalving internal or external
administration of byproduct material, or the radiation therefrom, to
human beings or animals,

(6) Selenium-75, in units not exceeding 10 microcuries each for use
in in vitro clinical or laboratory tests not invoiviné internat or external

. administration of byproduct material, or the radiation therefrom,
to human beings or animals,

{7} Mock lodine-125 reference or calibration sources, in units not
exceeding 0.05 microcurie of iodlne129 and 0.005 microcurie of
americlum-241 each for use in in vitro clinIcal or laboratory tests not
invalving internal or external administratibn oﬁ byproduct matenal or

- the radlation therefrom, to human beings or animals.

{b) A person shall not receive, acquxre possess, use ar transfer

: byprcduct material under the genera! license established by paragraph
"{a) of this section unless that person:

{1) Has filed NRC Form 483, ""Registration Certificate~In Vitro

E Testing with Byproduct Material Under General License,” with the

" Director of Nuclear Material Safety and Safeguards, U.S. Nuclear

the Commission a validated copy of NRC Farm 483 with registration
number assigned; or
{2) Has a fleense that autharizes the_medical use of byproduct

. -materijal that was Issued under Part 35 of this chapter
(c) A person who receives, acquires, possesses or uses byproduct :

matenal pursuant to the’ general license éstablished by paragraph (a) of

* this section shall comply with the following:

{1} The general licensee shall not possess at any one time, pursuant

10 the denéral license In paragraph {a} of this sectron at'any one !oca-

tion of storage ar use, a total amount of jodine 125, iodine 131,

i LR .
coo ..

Regulatory Commission, Washington, D.C. 20555, and received from:

--pursuant to this chapter or from an Agreement State,!

selenium-75, andfor iron 59 in excess of 200 microcuries,

(2} The general licensee shall store the byproduct material, unti’
used, in the original shipping container or in a container providin
equivalent rodiation protection, b

{3) The general licensee shall use the byproduct material only for
the uses authorized by paragraph {a} of this section.

{4) The general licensee shall not transfer the byproduct material
except by transfer to a person authorized to receive it by a license
nor transfer the
byproduct material in any manner ather than in the unopened, tabeled
shipping contamer as received from the supplier,

(5} The general licensee shall dispose of the Mock lodine‘125.

reference or calibration sources described in paragraph (a)(?) of this
section as required by, § 20.301 of this chapter, .

{d) The general licensee shall not receive, acquire, _possess, or use:

byproduct material pursuant to paragraph (2} of this section:

{1} Except as prepackaged units which are 1abe!ed in accordance -

with the provisions of a specific license Issued under the pravisions of
§ 32.71 of this chapter ar in accordance with the provisions of a
specmc license issued by an Agreement State that authorizes manufac.

ture and distribution of jodine- 125, iedine-131, carbon-14, hydrogen.3,

{tritium), selenium-75, iron-59 or Mock lodine-125 for distribution to
persans generally licensed by the Agreement State, -

{2} Unless the following statement, or a substantially similar »

statement which contains the information calied. for in the following
statement, appears on a label affixed to each prepackaged unit or
appears in a teaflet or brochure which ‘accompanies the package:2

This radioactive material may be reczived, acqu;red possessed, and
used only by physrcrans veterinarians in the practice of veterinary

medicine, clinical laboratories or hospitals and only for in vitro clinical -

or laboratory tests not involving Internal or external administration of
the materisl or the radiation therefrom, to human beings or animals,
lts receipt, acquisition, possession, use, and transfer are subject to the
reguiations and a general license of the U.S. Nuclear Regulatory Con

mission or of a State with which the Commission has entered into an\_/

agreement for the exercrse of regu!atory authority,

Name of manufacturer

general license of paragraph {a} of this section shall report in writing to

{e} The registrant possessing or using byproduct material§ under the -

the Director of Nuclear Material Safety and Safeguards any changes .

in the information furnished by him in the "Registration Certificate—In

Vitro Testmg with Byproduct Material Under General License ' NRC

Form 483. The report shall be furnished wlthm 30 davs after the
effective date of stich change,?

(f} Any person using byproduct material pursuant to the.general
license of paragraph (a) of this section is exempt from the requirements

materials covered by that general license, except that such persons

.. using the Mock lodine-125 described in paragraph (a){7) of this section .
"shaIl camply with the provxsxons of § 20.301, 20.402 and 20,403 of
this chapter,

S S T

H

Nl

NOTES

-1A State to whlch certain- regulatory authority over rad:oacxi\w mater;a! has been transferred by forma! agreement, pursuant to sectton 274 of the

Atomic Energy Act of 1954, as amended,

-Materiar generally !xcensed under thls SECt.IOI'l pnor to January 19 1975 may bear. labe!s authcrrzed by the regulanons in effect on January 1
J 1975 - -

e . - .
e N

3a new tnpl!cate set “of thlS Reg:stratron Certmcate NRC Farm’ 483 may be used to report any change of mformauon furnished by a regxstrant,

©as requnred by § 31 11(e)

T . <

“1f larger quantities or other forms of byproduct material. than those spec!hed in the general llcense of 10 CFR 31.11 are requnred an “Appllcg

ﬂon for Byproduct Materlal L!cense,’,’ NRC Form 313 should be filed 10 obtain a specific byproduct matenal license, Copres of application and
reglstrat;on forms i may ba obtamed from the Medical, Academic and Ccmmercral Use Safety Branch (6H3) Dlvlsion of lndustnal and Medrcal Nuclear
‘Safety, United States Nuclear Regulatory Commisslon, Washington, DC 20555;

[

" of Parts 19, 20 and 21 of this chapter with respect to byproduct *
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